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Request for Advisory Opinion!f 6 1 9 ‘0° M%!&&&$~%nuary 19,200O 

The undersigned submits this request for an advisory opinion of the 
Commissioner of Food and Drugs with the respect to ( Mar-code’s Industrial 
Marking Equipment (CIJ) & (DOD) ) 

l Issues Involved: Customers’ that have applications, which are in 
Industrial Food Packing Industries. We have a wide range of product 
apphcations that need Identification Codes: Packing Meats, Candies, 
Cheese, Yogurt, Milk, Potato Chips are just some of the applications. 
In some cases there are customers that want to print directly onto the 
edible food or Tea Bags. 

l Statement of Facts and Law: Mar-code wants to conform their inks 
so that ah product applications are in approval for applying ink to 
product surfaces. We have an ink base that needs to be certified by the 
USDA and the FDA. Mar-code would like to have an Advisor’s help, 
to come up with a documentation process, and provide our ink with a 
USDA and FDA certified seal of approval. Our current ink base is 
approved by the European Seal of Safety. 

Person of Contact: Cinzia Schlicksup 

Mailing Address: Marcode 
636 Mendelssohn Ave. N. 
Golden %hey, MN 55427 

Telephone #: 612-593-1907 

636 Mendelssohn Avenue North * Golden Valley, MN 55427 
Phone: I-888-MARCODE(627-2633) * 612-593-1907 * Fax: 612-593-1941 

www.marcode.com E-Mail: info@marcode.com 
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MarCoda.lnc. : 
636 Merrdclsnn~n Ave. N. 
Golden Valley, &IN 55427 
Phunc: 612-593’ 1907 
Fax: 612~S93-1 I 41 
cmail: info@m&&.c0m 
www.marcoddc.&m 

To ; Ms. Gloria Ortega From: Cinzia Schlicksup 

Jp$\ 3 ’ Z@ 

Comp: FD& 

hx: 3018Zj 68704% 301,827 6881 

Pages; 1 

I)rate: January 3 1,200O 

Re: FOOD GRADE PRJNVING INK CC: 

0 Urgent I Cl For Review 0 Please Comment 0 Please Reply Cl Confidential 

l Comments: Dear Ms. Oriega, Following to our today’s phone conversation and our request for 

advisory opinion on how to get FDA approval for our EC food grade inks, we are submitting for 

your attention the Statements of Facts and Law, 

. 
MarCode Inc. is a US company, incorporated in Minfiesota in April 1996. We are importers of 
industrial marking and coding equipment (ink jet printers) manufactured in Europe by our mother 
company, Zanasi Fratelli of Italy. Our equipment prints dates, codes, names, logos and barcodcs 
on food andiother products packaging. We have been requested by some of our customers to 
provide them with FDA Approved Food grade ink to print directly on food (i.e. eggs, cheese), 
or on packaging that may get in contact with food. Our mother company in Europe has supplied 
us with EurOpean Community approved food grade inks that they currently sell in Europe for 

food appIicakions. We would like to know how we can obtain FDA approval to sell such inks in 
the United States for printing on food or food packaging that gets in contact with food. 
We are attaching for your evaluation the Material Safety Da.ta Sheets and other information on 

the inks in qpescion. 
The undersigned certifies that to the best of my knowledge and belief, this request includes all 
data, information and views relevant to the matter, whether favorable on or unfavorable to the 
position of the undersigned, which is the subject of the request. 

Managing Qrector 
MarCode In& 
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Issue: OY99 

1NK 201 ROSS0 A is a red, food grade ink. 
It has been designed to meet European approval for contanct with food because it’s made with 
Food grade components. ” 
it’s also suitable for other applications depending on the particular application and country in- 
iolved. Due to the need for each component to be a listed food approved ingredient in each 
:ontn where a product is to be sold, each application must be carefully examined. 

4 dedicated machine should be used with this iak 

Print&r: JET2000. JETZPLUS 

Base:: ETHANOL DS A 

ink: 415 ml cartridge 

Makeiup: ..’ 

Wash sob tion: 

MAKE-UP 202 ROSS0 A 415 ml cartrige 

CLEANER A llitre bottle, 5 litre bottle 

PropeWs and applications : 

The ink is suitable for printing..on eggshells, cheese crust, packaging for food and other 
application in food field. It’s adhesion on not pouros substrate is weak. 
ks drying time is 3-4 

shelf gife: 
ink: 12 months from the date of manufacture (see expiry date on the product) 
Make-tip: 12 months from date of manufacture 
Wash golution: 12 months.from .date of manufacture 

Elu?mlASI ZANASI. FRATELLt s.r.1. 
via Made, 10 4 IO49 Sassuolv Modem fldy 

Tel. +39-0536-999711 Fax: +39-0536-999765 
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Zev.: &I Issue: OS/99 

INK 201 BLU A is a blue, food grade ink. 
[C has,been designed to meet European approval for contancr with food because it’s made with 
Food grade components. 
It’s al60 suitable for other applications depending on the pzuticular application and country in- 
volved. Due to the need for each component to be a listed food approved ingredient in each 
zonrry where a product is to be sold, each application must be carefully examined. 

A dedicated machine should be used with this ink 

Printcjr: JET2000, JET2PLUS 

Base: : 

Pack&ing: 

Ink: 415 ml cartridge 

Makeap: MAKJSUP 252 BLU A 415 ml cartrige 

Wash &oh&ion: CLEANER A 1Iitr-e bottle, 5 litte bottle 

Propekties and applications : 

The ink is suitable for printing on eggshells, cheese crust, packaging for food and other 
applicdtion in food field. It’s adhesion on not pouros’ substrate is weak. 
[ts dryjng time is 3-4 

Shelf Ibfe: 
Rnk: 12 months from the date of manufacture (see expiry date on the product) 
Make-VP: 12 months from date of manufacture 
Wash slolution: 12 months from date of manufacture 

8mIlflsl ZANASI FRATELJJ s.r.1. 
via Marche, 10 41049 Sassuolo Maiena Italy 
Tel. +.79-05369997 I I Fax. +79-fW%-999764 
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NLATERIAL SAFETY DATA SHEET 

INK 201 &SO A/INK 251 BLW A PAGE 1 OF 5 

1. IDENTIFhTION OF THIC SUBSTANCE/PREPAWION AND OF l%llC COMPANYAJNDERTAKING 

MARCODE, j-NC, 
636 hdENDE4SSOHN AVENU’E NORTH 
GOLDEN Vk$LLE!Y, MN 55427 

Phone; 612-543-1907 
Emergency plione: Chemtrec l(800) 424-9300 For chemical emergencies only. 
Or phone to tlje nearest Medical F&lily. 

Produce Nan+ INKZOlROSSOA 
INK 2% BLU A 

Release:002 t Issue Date 0 l/07/99 

2. COMPOS&WINFOlZMATION ON INGREDIENTS 

Blend of dyes,: additives and tins in alcohol solvents. 

Components 4otiribution to hazard: 

Industrial met$ylated sphits 435% 
composed ofz I 
Ethanol >90% 
Methanol 3-4% 

CAS BI-NECS 
Xx Rl l-20122 

F; Rll 64-17-5 200-5784 
T ; RX l-23125 67-56-l 2004594. 

3. HAZARD~IDENTlFICATION 

Highly hmndbhz. Harmful by inhalation snd if swallowed. ‘. ~... ‘.- 

4. FIWT-AIIj MEASURES 
Never give lh&ir or nor induce vomiting I patient is uacomcious or is having convulsions. 

Inhalation j 
Remove to fret& air if effects oaxr. 
personnel. Co+& a physician. 

If breathing is di@kult, oxygen should be edministaed by qualtied 

sklncoaraet i 
Remove contahhaki clothing. Wash off in flowing water or showzr. Rcxnuve residues with soap and water. 

EyeContact ’ 
itrilyltc with flbwing water immediately and conhously for 15 minutes. Consult medical personnel. 

Ingestion 
Consult medic+ personnel. Only induce vomiting if large amounts arc ingested 

Note to Physi 
No specific at2 

an 
dote. Swxtive care. 

Rmctions of& pitient. 
Treatment based on ju&mmi of the physician in response to 

, 
5. FIRE-FIG-G MFASURES 

Extinguistdng bedi. 
Water fbg c&h dioxide, akmhol resistam foam, dry cJmmicds. 
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MATERIAL SAFETY DATA SHEET 

INK 201 RbSSO NINK 251 BLU A PAGE 2 OF 5 

Hazardous Cjombustioa Products 
h~~l¶i~ cimbustion may lead LO rhe buikl-up of toxic pyrolysis products. Complew co&&on will result in 
carbon oxides) nitrogen oxides and water. 

lprotectian ohirefightem 
Wear positive+pressurc self containai bx&hing app@mtus and protective fire fighting clothing (includes fire 
Sgbtingbeti war, trousers, boots and gloves). 

Spexilic file @r Esploaion Eazatdr 
JJ.ighIy flam&ble liquid Sealed anuakers wrpastxl to the heat of fire may over--e and explode. 

Specific Metdodr of F-ireqi~ting 
Fire debris rnti be dispbsed of in scc~rdsnce with local regulations. Do not discharge extinguishing waters into 
&cams, riverq and hlces. 

6. ACCIDI@TAL RELEBE MEASUMS 

Personal Pre+autions 
Wqr a&qu$. personal protcctivc cquipmcnt, see Section 8, Exposum Contra ls4hmmd I+oLfmion. Spills may 
cause slippe$smf&ces. 

Dike to pfee?qt contamination of ground and surface water, t&en nansfbr into closed containers. Recover if 
possible, or di&se of according to applicable regulations. 

Methods d Qeaning Up 
Spills should @ contained by, and covered with large quaatities 6f sand, m or any other readily atifable 
absorbers ma+rial which is &en brushed in vigorously to assist absorption, The mixture can then be collect4 into 
drums aud r&wed for dispx~.I. Wash area km retidues with saap and water and rinse down. Contamhati water 
should be Ma&led likewise, not being allowed to flow into gmund or surface water. 

7. JUNDL@VG AND STORAGE 

Handling 
Highly ff amble: keep away firm possible ignition sources. Use no.n-sl%xHng equ@nent and tools. No smoking 
allow4 in ha@ling and storage area Avoid brealhing vapours. This product is combustible and may constitute a 
fire hazard if &TppYly Lwd or installed, 

Storage 
Keep contain@ tightly closed. Containers of product should be stared and opened in well ventilated areas away 
from ignition jiource 

Storage Tem@erNure and Shelf-Life 
The reaumnehded storage temperature is 15-25 &g.C. Srorage stability for sealed containers is 12 months. 

8. EXPOSdRE CONTROLS/PERSONAL PROTECTION 
Occupntiona( exposufe limit6: 
Substance lidd in EX40/92 

Long Term (8 Hm) Short Term (1.0 min) 
Ppm mgfm3 PP* m&n3 

In&trial mefhylated spirits 1000 1900 3000 5700 

Eqineering controls 
Provide gene&l mdhr local exhaust ventilation to control airborne levels below the expoSuR guidelines. 
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MATERI& SAFETY DATA SHEET 

'iNK 20-1. RbS.SO A/INK 251 BLU A PAGE3OF9 

Personal Projective Equipment 

. Fkapinttc)ry Protection 
For most con&ions, no respiratory protection is need@ however, if handling at elevated temprahlre 
WHi10ut sufGient ventilation or in ycz of artrosol, use an approvated air--ng respirator. 

l SkinIk+ction 

Use impavi~ gloves. Wear clean, long-sleeved, b~~Iycoveriog clothing After work and before eating drinking 
or smoking w&h mcl clean yourself carefully with soap and water. Contaminated clothing should be washed and/or 
dry cleaatd @fol= re-use. 

l EydFacei Frattaion 
Use chemical boggles. If vapour exposure causes qe discomfort, use a full-face respirator. Eye wash fountain 
should be loc+zd in imrrnediare work area. 

9. PRYSICw( AND CHEMICAL PROPERTIES 

Appeatancc: 

FA 

Boiling poiut+nge (deg.C): 
Melting pdntlrange (d0g.C); 
VapOur pres&re: 
Vapour relati+ density (aiF1): 
Relative dens&y (water=& 20/20 df2g.C): 
Viscosity (4 Br&eld LVDT 2YC): 
Water solubiljty (o/o)); 
LogP (n-0lIwater); 
Volatile sukt&nce (“Yo)); 

lkdiblue liquid 
Alcholic 
not &termined 
so 
not determined 
44mbara20C 
1.59 
0.9 
2-4 
llkkiille 
not detemiilled 
not determined ,‘..~._.*. . .> ̂.,.,.,..,I I* 

Flash poildlahge (dcgC): 
Auto-ignition hemp. (deg. C}: 
Flamm&iGcyiLm. (% vol): 
FlammabitiryiuFL (% vol): 

18 
360 
3.3 
19 

X0. STABILt’l’Y AND REACTIVITY 

Chemical Strlhility 
Sable under &otmal storage conditions. 

Conditions td Avoid 
Keep away Mm ignition sources. 

Materials to Avoid 
Acids. Oxidiiing agents 

. 

Hazardous ~omposiiion I+xJchlcts 
None under n#rmal conditions of stooge and use. 

-’ : ,. :. I” ‘. 
11. TOXICOLOGICAL INFQRMATION 

Acute toxiciti 

l Ingestiol! 
The oral LDSO for rats is believed to be >SOOO rngkg No hazards anticipatprl from swallowing small amounts 
incidental to rlonnal industrial handling. 



Fax:+6125931941 Jan 31 ‘00 16:43 P.08 

MATERIAL %W’ET’Y DATA SHEET 

INK 201 RbSSO MNK 251 .BLI.M PAGE 4 OF 5 

A single proldpgad exposure is not likely to result in the mated being ahhi through skin in hamdid amcnuUS. 
The LD SO fd skin absorption in rabbi& is ‘believed to be ~200 m@?Lg. 

A single bdef~(minuces) iuhah.ion exposure is not likely to cause adverse effects. Excessive ex$KWre WV’ cause 
central nemods system effects (headack, flhhess, anesthesia). 

l EyeC ct 
May cause 3ze mte eye irritation. Vapours may irritate eyes. 

12. ECOI.O@CAL INFORMATION 

Assessment l&ely or completely based on data for similar material(s). 

MobilSty andiB~~cumulatioa Potential 
No appxe&& volatilhtion Born wa&r to air is eqxx&d. 

Degradation i 
E&an01 biodc$adff raFidly after 15 days in water, 75% of the bidq$ahn takes place in 20 days in salt water 

Aquatic To&y 
hte toxicitj to aquatic organisms has not been deWm&d 

13. DISI’OS& CONSIDERATIONS 

Diqmsal 
The geinfaatio+ of waste should be avoided or . ’ * d wheQver possible. Bum in an de++3@ hinemtor under 
carefully conttdled condiths in aaordance with local and donal ~@ldions. Empty coutainers can only be 
disposed of wb the remaining waste products adherbg to the conIa&r walls have heen rWuoved. 
Remove all labels. 

14. TRANSIfORT INFORMATION 

Rcmdaad~ 
Proper shippi+g name: 
Truck-AJDRi 
Rail-RlDilqrP 
UN Number: j1210 

Pacid.ugGroup: II 

PRINTrN6INKFLAMMABLE 
Class; 3 UNNumbet: 1210 

PackiAg ‘005 passenger: 
3 

305 
Packing Tn ‘ons Cargo: 307 

PRlNTINcfINKFLAMMABLE 
IAxsded: 3-sb Empty: IT 
LoaQd: 3-5b Empru: II 

PRmrrrN6INKFL~ABLE 
class: 3.2 uNNllmkr; 1210 
MC0 Manuat: 

Label: 3 

Label: 3 

15. REGULATORY INBORMATION 

EEC Clamifi~ation and Ueer Label Inlormrtiow 
f&&fkatio+c~~ to Annex 1. of Cfamcil Directive 88/3795X (IhtgWOuS SUbsrances Dicective) 

. 
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MATERIAL SAFETY DATA SHEET 

INK 201 Rf3SSO A/INK 251 l3LI.J A PAGE 5 OF 5 

(“EEC LaW’) 

HPzvd sylu~ F - Hi&ly Flawable 
xn-I 

Risk Parsleiri Highly flammable. (FL1 1) 
I-IamM by inhalation and if swallowed. (R20/22) 

Safety W& Tap container tightly closed. (57) 
Keep away f?om 6otvoe8 of ignition - NO SMOKING. (S 16) 

EINECS St&r: 
All ~rnp&s of this pcaiwt are h compliance with EINECS. 

16. OTJSER@NFORlUTiOlU 

No cvher infiion. 

DISCLAB&R While MarCode, Inc. believes that the data set forth in this sheet is accuf~te, 
MarCode, &CA makes no warranty with respect thereto and expressly disclaims all liability for 
reliance thekeon. 

. 





Coding Freedom 
The JETZPlus offers a new level of flexibility and 
dependability in generating codes and logos. 

l The JETZPIus can store up to 100 messages 
containing alpha-numeric text, counters, bar codes, 
automatic “use-by” dates, and logos. 
l You can create, edit and store messages and 
working parameters even while the system is 
operating, eliminating production delays due to 
product changeover. 
l Six different worldwide bar codes, including UPC- 
A, can be printed with or without bearer bars and 
quiet zones, ensuring that your products will be 
accurately identified whatever their final destination. 
l Various standard packing symbols are easily 
accessible via the keyboard. 

The Intelligent Choice 
The JETZPIus is the next generation small character 
printer designed to handle the most demanding 
applications. 

l Positioning the JET2Plus along the production line 
is extremely easy because it is very compact and 
does not require compressed air. D 
l A stainless steel cabinet and printhead, two heavy- 
duty motors and pumps, a reinforced umbilical cable, 
and a simple, reliable hydraulic circuit are some of 
the features that make the JETZPIus your best 
value. 
; The JETZPlus is Year 2000 ready. 
l The integration of hardware, software, hydraulics 
and electronics allows you to confidently use the 
JETZPlus in the harshest of environments with a 
guarantee of the highest print quality. 

Whatever your application, the JETZPlus is an ideal 
solution for your marking and coding needs. 

l A full size WYSIWYG graphic display guarantees 
error-free programming and maximizes your 
production output. 
l Three lines of text and the capability to create 
standard and customized logos directly from the 
keyboard of the JETZPIus, gives you the fastest and 
most efficient way to meet your marking and coding 
needs. 
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Ink/Make-Up 
There are many factors that must be considered 
in order to identify the correct fluid that will 
provide you with high-quality long lasting codes. 

:.The JET2pIus uses several types of inks 
specifically formulated to meet the requirements 
of a variety of specific applications. 
l MarCode offers a wide range of alcohol, water, 
and ketone-based inks: standard fast drying, 
heat-sensitive, pigmented for dark substrates, 
certified for recyclable containers, food grade, 
UV-readable and many more, as well as make- 
up and cleaning fluids. 

Total Integration 
Total production control is now a basic requirement in 
today’s production facilities. Every piece of equipment 
that is part of a production line must be able to 
integrate and operate effectively from a remote 
location. 

l The RS232 serial interface allows you to control the 
JETZPlus from a remote PC. 
l The unique Report function allows you to monitor 
real-time production levels from a remote location. 

The JETZPIus gives you more control over your 
production. 

Customer Satisfaction 
Your productivity is important to us, and we are 
dedicated to keeping your production lines running as 
cost-effectively and efficiently as possible. Reducing 
down time is our goal, and to achieve it MarCode offers 
extensive operator training, expert technical support 
and complete maintenance services. 
If you have technical questions call our toll-free number 
(888-MARCODE) and our product experts will provide 
you with immediate assistance and if necessary 
dispatch a technician to your location for on-site - 
service and support. 



Technical Specifications 

Printing characteristics 
- 100 messages With max. 240 char. per message 
- Up to 3 lines of text 
- Selectable lines spacing 
- Font matrix: 5x5, 7x5, 9x7, 16x10 
- Bold up to 15 times 
- Logo creation capability (up to 26 logo) 
- Symbologies and special characters 

Bar Codes : 
,: _. -.lnterleaved 2 of 5 (ITF) 

- C&ie 39 
- UPC-A . 
- 2/5 Industrial 
-EAN13 
- EAN 128 (A, B, C) 

Line speed : 
- 5x5 : 696 ft./min. 
- 5x5 twin line : 233 ft./min. 
- 5x5 tri-line : 174 ft./min. 
- 7x5 : 348 ft./min. 
- 7x5 twin line : 174 ft./min. 
- 7x5 and 5x5 : 174 ft./min. 
- 9x7 : 233 ft./min. 
- 9x7 and 5x5 : 174 ft./min. 
- 16x10 : 174 ft./min. 
- listed speeds are for high quality printing 

Character size: 
- Selectable from .08” to l/2” 

Counters : 
- Incremental counter (1-9 digits) 
- Decremental counter (l-9 digits) 
.- Specific lot number and control of lot quantities 
- Automatic shift management (up to 4 shifts) 

Field connection : 
- RS232C at baud rates selected up to 19.2 kbps 
- BCD input 

. 
Keyboard/Display: 

- 53 keys ketone resistant membrane keyboard 
- 240x64 WYSIWYG backlit LCD display 

Fluids: 
- Various alcohol and ketone based inks and 

make-ups in 415 ml cartridges 
- Cleaning solvents in 1.05 quart bottles 1 

and I .32 gallon containers 
. 

- Up to 90 million characters per quart of ink. _ 
depending on ink type and print setting 

. _ ,~. ” * - Up to 100 hours per quart of make-up ir”-47iuicL*, 
depending on ink type, ambient temperature 
and print setting 

Available accessories: 
- External RS422/485 serial interface 
- Console and print head stand 
- Alert light 
- Encoder 
- Fiber optics product detectors 

Power Supply : 
- 85 -130 Vat, 60 Hz single phase, grounded 

Temperature/ Humidity range : 
-41” Fto 104” F 
- 10% to 90% RH without condensation 

I k!iH I MarCode 
. . 636.Mendelssohn Ave. N. l Golden Valley, MN 55427 

1-888-MARCODE (627-2633) l Fax 612-593-I 941 
info@marcode.com l www.marcode.com 



!!I/1 Marc& 
; Mendelssohn Ave., N. 
den Valley, MN 55i27 

Dockets Management Branch 
Food and Drug Administration - Dept. of 
Hdth and Human Services 
12420 Parklawn Dr. - RM l-23 
Rockvilie, MD 20857 


